TRI CARE Nort hwest Regi onal Prescri bing

e ) .
T"‘R ' CARE Qui deline for use of Proton Punp
NORTHWEST | nhi bitor (PPlI') in treatnment of GERD

The purpose of this prescribing guideline is to provide information pertaining to the
use of nedications for the treatment of Gastroesophageal Reflux Di sease (GERD) in
adult patients. Not all patients nay respond to the therapy outlined in this

gui del i ne. For those situations, providers should consult the nedical literature for
nore extensive information on the managenent of GERD.

Uni nvesti gated dyspepsia is NOT an indication for PPl use unless part of H Pylori
treat ment.
Rani ti di ne shoul d be used instead.

Initiation of PPI

See algorithmfor treatnent of GERD next page

Dosi ng
Prescriptions witten for |ansoprazole 15nmg BID (or 30ng QD) or oneprazole 10nmg BID (or
20ng QD) will be automatically converted to raberprazole 20ng QD unless justification is
appropri ately documnent ed.
For patients with difficulty swall owi ng, |ansoprazol e capsule nmay be opened and spri nkl ed

on appl esauce or nixed with juice for adnministration in patients with NG tube.

Phar macot her apeuti ¢ agents for GERD managenent

d ass Ant aci d HRA PPI

Pl ace in Initial therapy: St andard dose: Conpl i cat ed GERD:

t her apy M1d or infrequent | nadequat e response to U cerative

refl ux synptons diet/lifestyle esophagitis,

nodi fication. Antacids, or stricture, Barrett’s
nonprescripti on HRas esophagus, atypical
H gh dose: synptons; refractory
| nadequat e response to to high dose H,RAs
standard dose therapy, or
as initial treatnent for
noderate to severe synptons




GERD Symptoms

v

TRICARE Northwest
Algorithm for Treatment

Initial evaluation includes detailed history

of GERD

pt exhibits
unexplained symptoms
or complications

Yes:

No
A 4

Initiate nonpharmacological measures;
review medication profile

Assess symptom
frequency & severity

Mild or infrequent symptoms

Consider adding prn antacid or prn
H,RA

Adequate
response?

Continue nonpharmacologic
measures and monitor for
worsening of symptoms

A \ 4

Standard dose H ,RA
for 4-8 weeks

Adequate

Refer for Gl evaluation

Frequent, moderate to severe,
or chronic GERD symptoms

Formulary PPI treatment for 4-8 weeks

Adequate

Yes
response?

Maintain therapy
should be at lowest
effective dose

No

l

Standard dose PPI BID 4-8 weeks or
refer to EGD and begin PPI

Adequate
response?

response?

Attempt step-down to
H2RA; maintainence
therapy should be at
lowest effective dose.

Gl referral




TRICARE Northwest Algorithm for Treatment of GERD
Extraesophageal Symptoms

Extraesophageal symptoms: Chronic
cough, hoarseness, shortness of breath,
asthma or non-cardiac chest pain with or

without reflux symptoms

Trial of formulary PPl PO BID;
lifestyle modification; reevaluate in
2-3 months

Response No Response

Gl referral for EGD . . .
Reconsider diagnosis;

Consider Gl referral

Diagnostic Definitions

Gastroesophageal Reflux Disease (GERD) Defined by a typical history of heartburn (pyrosis), regurgitation, or both,
which often occurs after meals (especially large or fatty meals). Heartburn is often described as a rising epigastric or
retrosternal burning sensation. Regurgitation is described as sour taste or gastric contents in the mouth. these symptoms
are often aggravated by recumbency or bending and are relieved by antacids.

Dyspepsia: Episodic or persistent abdominal symptoms, often related to meals, which patients or physicians believe to
be due to disorders of the proximal digestive tract. This usually manifests as an epigastric discomfort, accompanied by
fullness, burning, belching, nausea, vomiting, fatty food intolerance or difficulty completing a meal; bowel habits usually
remain unaltered (see Referral Guidelines for Dyspepsia).

Lifestyle Modification for Patients with GERD : Decrease or eliminate intake of fatty or spicy foods, grapefruit or
orange juice, chocolate, peppermint, coffee, tea, colas, and alcohol. Eat smaller meals. Stay upright 2-3 hours after
meals. Stop smoking. Avoid tight clothing over the abdomen. If overweight, lose weight and achieve ideal body weight. If
symptoms are particularly bothersome at night, raise the head of the bed 2-6 inches with wood blocks or bricks.

Patient-directed Therapy. Antacids and over-the-counter histamine type-2 antagonists (H ,RAs) are equally effective in
treating symptoms. Antacids should be taken 30 minutes after eating and provide a more rapid response. H2RAs should
be taken 30 minutes before eating and have a much longer duration of action.



a. CGERD Gastroesophageal
ant agoni st ;

PPI - prot on punp inhibitor:

reflux disease; d-gastrointestinal; HRA-histanm ne 2 receptor
EGD- esophagogast r oduodenoscopy

b. Patients with conplications of advanced di sease should be referred i mediately to a d

speci al i st.

i nfl uences out cone.

Sone experts al so recommend referral
patients with a long history of synptons. However, it is unclear

to rule-out Barrett’'s esophagus in
if early diagnosis

Cl assification

Patient presentation

Typi cal synptons Heartburn, regurgitaion, waterbrash

Ext r aesophageal Chroni ¢ cough, noncardi ac chest pain, hoarseness,

mani f estati ons respiratory synptons, dental disease

gl obus sentation,

Conpl i cations of

Difficulty swallowi ng (dysphagia), painful swallow ng (odynophagia),

advanced di sease esophageal stricture, Barrett’'s metapl asia, perforation, henorrhage,

anenm a, weight |oss

c. Non-pharnacol ogi ¢ measures to reduce GERD synptons

dietary Decrease fat intake, reduce/elimnate intake of foods or beverages which
exacerbate synptonms (i.e. alcohol, caffeine, peppermnt/spearm nt, chocol ate,
citurs, mlk, onions, garlic, spicy foods, tomato juice), consune neals of
smal | er vol une, avoid recunbent position for 3 hours after a meal.

lifestyle | El evate head of bed 6-8 inches, avoid tight clothing, weight reduction if
appropriate, snoking cessation,

d. Sone medi cations nay decrease | ower esophageal

to the esophageal nucosa.

e. Synptons do not always correlate with di sease severity;
into consideration inpact
any tine depending on patient synptons and clinician preference;

sphinter pressure or cause direct injury

synpt ons assessnent shoul d take
on quality of life. Referral to a Q specialist may occur at
sone practitioners

enmbrace the approach of early referral for once in alifetime EGD in all patients
requiring chronic pharnacol ogi ¢ therapy.

f. Recomended Dosages of Medications used in GERD/ Refl ux Esophagitis

Dr ug Recommended Dose adjustnent in Comrent s
dosi ng(oral) renal / hepatic i npai rment
ant aci ds 15-30m Q@ D, PC and HS Use for 2-4 weeks

t hen as needed.
Sucral fate has al so
been used for
treatment of mld to
noder at e GERD.

ci metidi ne

St andard dose

400ng BI D or 800ng HS
H gh dose
400ng Q D or 800ng BID

Crd >30m /nmin, 800ng HS
Crd 15-30m /nmin, 600my HS
CrC <15m / mi n, 300-400nmy HS

rani tidi ne

St andard dose

150nmg BI D or 300ng HS
H gh dose

150ng Q D or 300ny BID

Crcl <50m / min, 150ng HS

More frequent dosing
results in greater
synptomatic

i mprovenment and
healing in patients
with nore severe

di sease. Recommended
duration of therapy
is 8 to 12 wks.

Raber pr azol e

St andard dose
20ng QD x 8 weeks
Mai nt enance

20ng QD

Dosage adj ustnment shoul d be
considered in patients with
severe hepatic disease




g. Consider

rel apses; consi der

prn H,RA or antacids for synptomcontrol.
mai nt enance for frequent
h. Consider step-down therapy if appropriate;

Reinstate therapy if patient
rel apses.

reinstitute therapy if patient rel apses.

Response

St ep- down Ther apy

Chroni ¢ Ther apy

Synpt ons Resol ve:

conpl ete course of
therapy; then

di sconti nue agent or

mai ntai n at | owest dose
to control synptonmns.

Rel apse i n synpt ons:
Treat w th another
course of therapy
(simlar to or nore
potent than initial
therapy); if on

mai nt enace, dose shoul d
be reassessed or agent
changed.

Response to standard dose HRA:
Trial prn H,RA or antacid.
Response to hi gh dose H,RA:
Trial standard dose H,RA for
mai nt enance.

Response to PPI:

Attenpt trial on H,RA, with

mai nt enance at | owest effective
dose.
Not responding to step-down:

Mai nt enance therapy with agent
that originally provided synptom
control .

H gher grade esophagitis:

Rel apse nmore likely to occur,
step-down nmay not be appropriate.

Control synptons with | east number
of medications, at |owest possible
dose; sonme nmmy respond to repeated
short course of treatnent.

Due to the chronicity of
GERD, high % patients will
require long-ermtherapy to
control synptoms or prevent
recurrence of esophagitis.

Patients on long-term (35
years) antisecretory therapy
for synmptom control may be
referred for EGD to determ ne
presence of Barrette's
esophagus or nalignancy.

i. Evidence not conclusive to recommend preferred strategy. EGD will
mal i gnancy,
identify those likely to need nmi ntenance PPI.
availability and risk of EGD, patient

esophagus or
esophagi tis,
take into account
and addi ti onal

age and |ifespan,
clinic visits to step-down therapy.

assess degree of mucosal injury,

Drug cost per nonth as of 02/2002

Lansoprazol e 15ng BI D
Lansoprazol e 30ng QD

Orepr azol e 10ng BID
Orepr azol e 20nmg QD
Rabeprazole 20ng QD

* Ranitidine 300ng BID

* Denotes DoDY VA Nati onal

§ Prices may vary based on contai ner

rul e-out Barrett’'s

and in patients with

Choi ce of therapy should
preference,

$ 58.72%5 ($0.98/15ny single dose)
29.36° ( 0.98/30ny single dose)
19.19% ( 0.32/10ny singl e dose)
61.65° ( 2.05/20ny single dose)
6.56% ( 0.22/20ngy single dose)
3.70 ( 0.06/150ng single dose)
Cont r act

size




